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APPENDIX 
AMKNDMFNTS; TO TRF PT ATMS: 

Please amend the claims as follows: 

Claim 1 (Currently amended): An immunogenically active component useful for preventing or 
ameliorating equine protozoal myoencephalitis infection or disease which comprises a m e mber 
sel e cted from the group consisting of merozoite antibody-inducing[[,]] inactivated Sarcocystis 
neurona cells[[;]]^ tachyzoite antibodyrinducing[[,]] inactivated Neospora hughesi cells[[;]]^a 
merozoite or tachyzoite antibodyrinducing antigen derived from sai d Snrmru^tiM npumnn 
cells[[:]] . a tachvzoite antihody-indncing antigen derweA from gai d Npns:pnrn hu^hpd relk 
plasmid DNA obtained from a horse diagnosed to have e quine prntnynal myoencephalitis that 
is derived from Sarcocystis neurona said cells capabl e of inducing a merozoite or tachyzoit e 
antibody immune respons c[[;]] or Neospora hughesi, or and-a mixture thereof 

Claim 2 (Currently amended): The component according to claim 1 which comprises merozoite 
antibody-inducing inactivated Sarcocystis neurona cells[[;]]^ an-Jh£_antigen derived from said 
cells[[;]]^_4llasmid DNA obtained from the horse diagnosed to have equine protozoal 
myoencephalitis derived from said cells[[;]] or a mixture thereof. 

Claim 3 (Withdrawn - currently amended): The component according to claim 1 which 
comprises tachyzoite antibody-inducing inactivated Neospora hughesi cells[[;]]^ mr_th£_antigen 
derived from said cells[[;]], plasmid DNA obtained from the horse diagnosed to have equine 
protozoal myoencephalitis derived from said cells[[;]] or a mixture thereof. 

Claim 4 (Currently amended): The component according to claim 1 wherein said active 
component comprising merozoite antibody-inducing^ inactivated Snrrnnystis nPMrnna cells^ 
tachyzoite antibody-inducing inactivated Npn.^pnr n hiighpsi cells or the mixture of the 
inactivated Sarcocystis neurona cells and the inact ivated Npnspnrn hughpsi cells is present in 
sufficient quantity to provide at least 1x1 0"^ inactivated cells per dosage unit dose-form. 
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Claim 5 (Currently amended): A vaccine compositio n for the prevention or amelioration of 
equine protozoal m yoencephalitis infection or disease in eqnines which comprises a 
therapentically a n-effective immunizing amount of the immunogenically active component of 
claim 1, a pharmacologically acceptable carrier[[;]] and optionally an immunogenically 
stimulating adjuvant. 

Claim 6 (Currently amended): The vaccine composition according to claim 5 wherein said 
active component comprising meroroite antihody-inducing, inactivated Sarcnc ystis! npurnna 
cells, tachyzoite antihody-inducing inact ivated Np.nspnra hu^hesi cells or the mixture of the 
inactivated Snrrnrystis npurnna cells and the inactivated Npospnra hughpsi cells is present in 
sufficient quantity to provide at least 1x10"* inactivated cells per_dQsag£ unit dosc-form. 

Claim 7 (Currently amended): The vaccine composition according to claim 5 wherein said 
active component comprising merozoite antihody-inducing^ inactivated Sarcocystis neurona 
cells, tachyzoite antihody-inducing inactivated Nenspora hughesi cells or the mixture of the 
inactivated Snrrnnystis: npurnna cells and the inactivated Neospora hughesi cells is present in 
sufficient quantity to provide at least 1x10^ inactivated cells per dosage unit dosc-form. 

Claim 8 (Currently amended): The vaccine composition of claim [[2]] 5 wherein said active 
component comprising merozoit e antihody-inducing inactivated Sarcocystis neurona cells, the 
antigen derived fi-om said cells, the plasm id DNA obtained from the horse diagnosed to have 
equine protozoal myoencephalitis derived from said cells or the mixture thereof is present in an 
amount sufficient to produce a merozoite inducing serum neutralizing antibody response which 
is protozocidal has a neutralizing effect on Sarcocystis neurona merozoites . 

Claim 9 (Withdrawn - currently amended): The vaccine composition of claim [[3]] 1 wherein 
said active component comprising tachyzoite antihody-inducing inactivated Neospora hughe si 
rells^ the antigen derived from said cells, th e plasmid DNA obtained from the horse diagnosed 
to have equine protozoal myoencephalitis derived from said cells or the mixture thereof is 
present in an amount sufficient to produce a tachyzoite inducing serum neutralizing antibody 
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response which i s prn t nynridal has a neutralizing effect on Npnspnra hu^hpsi tachyzoites 

Claim 10 (Currently amended): The vaccine composition according to claim 5 wherein the 
immunogenically stimulating adjuvant is present at about 1% to 50% by weight wt/wt. 

Claim 11 (Currently amended): The vaccine composition according to claim 10 wherein said 
adjuvant is present at about 5% to 20% by weight wt/wt. 

Claim 12 (Currently amended): The vaccine composition according to claim 10 wherein said 
active component comprises merozoit e antibo dy-inducing inactivated Sarcocystis neurona 
cells. 

Claim 13 (Original): The vaccine composition according to claim 12 wherein said adjuvant is a 
metabolizable oil. 

Claim 14 (Original): The vaccine composition according to claim 13 wherein the 
pharmacologically acceptable carrier is a balanced salt solution. 

Claim 15 (Withdrawn - currently amended): A vaccine composition for the prevention or 
amelioration of f^PM-eguine protozoal myoencephalitis disease in equines comprising[[J]: 

- a first immunogenically active component s e lect e d fr om t he gi ' oup consisting of comprisin g 
merozoite antibodyzinducing[[5]] inactivated Sarcocystis neurona cells[[;]]^ a merozoite 
antibodyrinducing antigen derived from said ce11s[[;]]^ p1asmid DNA obtained from a horse 
diagnosed to have equine protozoal myoencephalitis that is derived from said cells capable of 
inducing a merozoite antibody immune response[[;]] or a mixture thereofl[;]]^ 

- a second immunogenically active component sel e ct e d from the group consisting of 
comprising tachyzoite antibodyrinducing[[,]] inactivated Neospora hughesi cells[[;]]» a 
tachyzoite antibodyrinducing antigen derived from said cells[[;]], plasmid DNA obtained from 
a horse diagnosed to have equine protozoal myoencephalitis that is derived from said cells 
capable of inducing a tachyzoite antibody immune response[[;]] or a mixture thereof[[;]]^ 
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- a pharmacologically acceptable carrier[[;]] and optionally an immunogenically stimulating 
adjuvant. 

Claim 16 (Withdrawn - currently amended): The vaccine composition according to claim 15 
wherein said first immunologically active component comprises the inactivated Sarcocystis 
neurona cells and said second immunologically effective component comprises the inactivated 
Neospora hughesi cells. 

Claim 17 (Withdravm - currently amended): The vaccine composition according to claim 15 
wherein said first immunologically active component is present in an amount sufficient to 
produce a m ft r p ynitr merozoite inducing serum neutralizing antibody response which is 
prntn y nr i rfal has a neutralizing effect on Sarnnnystis neurona merozoites , and wherein said 
second immunologically active component is present in an amount sufficient to produce a 
tachyzoite inducing serum neutralizing antibody response which is protozocidal has.^ 
neutralizing effect on Neospora hughesi tachyzoites . 

Claim 18 (Withdrawn - currently amended): A method for the prevention or amelioration of 
f^PM- eqiiine protozoal myoencephalitis disease in equines which comprises administering to 
said equine anthe immunogenically active component of claim 1 which comprises a membe r 
sel e cted from the group consisting of m e rozoi t c antibody inducing, inactivated Sarcocystis 
neurona c e lls; tachyzoite antibody inducing, inactivated Neospora hughesi cells; a merozoi t c o r 
tachyzoite antibody inducing antig e n deriv e d from said cells; DNA derived from said c e lls 
capable of inducing a mc r ezoit c or tachyzoite antibody immune response; or a mixture th e reof 

Claim 19 (Withdravm - currently amended): A method for the prevention or amelioration of 
ftPM -eqnine protozoal myoencephalitis disease in equines which comprises administering to 
said pqiiine a therapeutically effective amount of a- the vaccine composition of claim 5 which 
comprises, an effective immunizing amount of an immunogenically activ e component which 
cuiupiiscs d member selected from the group consistuig of mcr e zoite antibody inducing, 
hiactivatcd SutLUcystis neufona cells, tachyzoite antibody inducing, inactivated Neospora 
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hughesi cells; a mc r czoit c or tachyzoite antibody inducing antigen derived from said cells; 
DNA de r ived from said cells capable of inducing a m c r e zoite or tachyzoitc antibody immune 
respons e ; or a mixtu r e thereof; and a pha r macologically acceptable carrie r ; and optionally an 
immunog e nically stimulating adjuvant . 

Claim 20 (Withdrawn - currently amended): A method for the prevention or amelioration of 
ftPM -pqiiinp protozoal myne.ncephalitis disease in equines which comprises administering to 
said equine a-th^vaccine composition nf claim 15 which comp r ises, 

- a first inAmunogenically active component s e lected from the group consisting of merozoite 
antibody inducing, inac t ivated Sarcocystis neurona c e lls; a m e rozoite antibody inducing 
antigen deiived fiom said cells; DNA derived from said cells capable of inducing a me r ozoite 
antibody immune response; or a mixture thereof; 

- a second inununogenically active component selected from the group consisting of tachyzoitc 
antibody indueuig, inactivated Neospo/a hughesi cells; a tachyzoite antibody hiducing antigen 
derived from said cells; DNA derived from said cells capable of inducing a tachyzoite antibody 
immune r e sponse; or a mixtur e thereof; 

a pharmacologically acceptabl e carrier; and optionally an immunogenically stimulating 
adjuvant . 

Claim 21 (Withdrawn - currently amended): The method according to claim [[18]] 15 wherein 
said vaccine is administered parenterally. 

Claim 22 (Withdrawn - currently amended): The method according to claim [[18]] 12 wherein 
said vaccine is administered intramuscularly. 

Claims 23-25 (Canceled), 
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ATCC 

1080, U.>iv^-.tyB,vd . Ma....... VA2<,no.2209 . Tc.cphonc: 703-365-2700 . FAX- 703-365 274. 

INTEnNATIONAL FORM 

To: (Name and Address of Depositor or Attorney) 

Fort Dodge AniinaJ Health 
Ann; Joseph W. Wlialcn Jr. 
800 5th Street N.W. 
Fon Dodge, lA 50501 

Deposited on Behalf of: Po„ Dodge Anin^ Health, A O..sion of American Hon. Products 
Identification Reference by Depositor: ^ 

Sarcocystis neurona propagated in E. Dcrxna] ceUs: Sarcocyslis neurona "^f ^''l^f 
The deposit was acco^pa^., _ 

The depos. wa. received u.is Intentational Depos.oty Authont. and has been accepted 

AT VOUR REQUEST: X We «ornt you of requests for the strain for 30 years. 

Office or the depositor to release sS S '"^"'"'^ ''^ ''""^ & Tntdetuark 

-''^'-■^ ^ ^^^^^^^ - ^^^^^ be your respox^sibiU^. to 

SLtTiSffS T^^^t^::^^^^^^ '^f ^^^^^ or five yeats after the ntost 
Budapest Treaty. ^"^^^ ^'^^'^ and many other countries arc signatory to the 

The viabihty of the cultt.re cited above was tested Mar.h 19, .001. On U^t date, the culture .as vtable 
Internationa. Depository Authority-: A^ucncan T^pe Culture Collection. Mar^ssas. VA 201 10-2209 USA. 
Signature of person having authority to represent ATCC- 

Tanya I^unnalJ^. Patent Specialist. iUe„t Dcpo^tory Date: March 22, 2001 



